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n1sAfiuns Hepatitis B virus Serology Scheme 2024 trial # 1 4 Taseniss ldwm3ouasdnsaada
udSumudinSenann fresh frozen plasma Wiuaun®n §1uau 4 fegne fe mneiay SE 02-24-1-1 fa SE
02-24-1-4 \aediAn assigned value T89N1SNAABULUU qualitative 21NAINBIIINANITNTIBIIUATIAUNIAAI
80% N19lATIN157 LATwunAT assigned value MUNSNNITNAGDU WazAT assigned value mnnnﬁ%muﬁ’u (all
methods) @A assigned value WUy quantitative Tdn1smArsundnadifunsgiu 1SO 13528 lnsuandml

mean, NIQR WAZLAAIAT uncertainty TWNNYEANNITNITNAFEU waANYNTS (all methods) BeauTNA1NTE

1%
)=

Anwlaan individual report A15197aALAT assigned value TluafiAnaNnnITsuiu

a15749fl 1: A assigned value wfia qualitative 83 HBV markers (All method)

HBsAg Anti-HBs Anti-HBc HBeAg Anti-HBe
SE 02-24-1-1 Positive Negative Positive Negative Positive
SE 02-24-1-2 Negative Positive No consensus Negative Negative
SE 02-24-1-3 Negative Positive No consensus Negative No consensus
SE 02-24-1-4 Positive Negative Positive Negative Positive

a157497l 2: A assigned value wfia quantitative Y83 Anti-HBs (All method)

Median nlQR Uncertainty
SE 02-24-1-1 2 0.5 0.12
SE 02-24-1-2 742 50.11 5.35
SE 02-24-1-3 1374 13.57 1.45
SE 02-24-1-4 2 0.5 0.11

2. dsunan1saiiueu
2.1.m3514139UN1INAHRUAINTIUGY
TusaulifianBnidnsiulaseinsauIg 627 wis IvesuUAnisidma trial f1 1 ndunndnuau 580

wris (Feeaz 92.5) IneraeURn159 1w 580 wiisll vin1svaaay HBV makers §114 9 AALaRIAILLAUA N
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FIUFUNNTANVINANSVASAL HBV serology marker (SE-02-24-1)
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LAUAINT 1: IMUUENITANIINTSNATRU HBV marker 714 9

3.51882L9UANANTNARIUVDIAUIYN
3.1 S1warduaNanIsNAaay HBY serology vaaufay Marker aundnanunsadneilaain Individual Report &3

MalATINTS I kunnansvegeuInanBnivegeuluusiayisvemndiegne uagnn Marker AakandfiIENg

SE02-24-1-1
Number of result submitted: 578
A. Your result

Method  Result Consensus  Score  Performance

cT Pasitive  Positive 2 Acceptable

B. All Participants Results

N Negative  Weakly Positive  Consensus
Positive
CLIA 89 0 0 89 Pasitive
CMIA 108 0 0 108 Positive
E-CLIA 139 0 0 139 Positive
T 239 0 1 238 Positive
Others 3 0 0 3 All Methods
All methods 578 0 1 577 Positive
| 4 Your Result O Negative Weakly Positive = Positive
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=z D CLIA CMIA E-CLIA ICT Others  All methods

N1951891URALUY qualitative test n14lATIN159 Wudraur¥nnguildnisnaasunannis
immunochromatography test (ICT) s1g97unalinesiuuinnin 80% inluldaiunsaeenan assigned value
lunguitld ICT Asanslunisen 3 nalaseniss Jwelmiuiiasudenldyanaasulivunzay wayvyin

internal quality control Tun1svinnisnageu dadaunisly ICT annanBniseeuinenlguaaslubnunIng 3
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A15197 3: HaYRINSNAdRUNIIWANN1S immunochromatography f1421n automation

Marker Sample ICT Automation
Anti-HBs SE02-24-1-3 No Consensus Positive
SE02-24-1-2 Negative Positive
Anti-HBc
SE02-24-1-3 No Consensus Positive
Anti-HBe SE02-24-1-3 Negative Positive

o,
Other 17% BlueCROSS 8%

ACON 11% |

Onsite HBsAg |
Rapid Test 8%

One Step/

test HBsAg...

Standard Q
7%

FaStep 6%

ACR

QUALITY 3% 16%

BHUNIWT 3: dadaun15idunen ICT anaundnisieeuuiennly

Abbott 7%

CITEST 7%

TudunsIATIERNaNITIBNULUUYUTLIM Mslasenis Taendnn1sites1evinaues HBsAg 151897

Tuniae S/CO, COI, Index tHpaanfiansauwiuinaudnlddanineiliwilouiusaz linuselowmilunisuiun

AATINanALfagdla

ludiureinsuseiiiy anti-HBs Malasanis iuseidlunenaungaisnisnaaey Tnguseiiiuauman

adAuInIFIY ISO 13528 auTnaruisafnwinan1suseiliuafiognawans etlanindstaiduiutdaenit 5

a wva

Vo URn1g malasanisy agliusediuly wilaundnfnyinasenuvesandneaiisuiunguauiagiiiey

[y

funn 85I
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SE02-24-1-1
Number of result submitted: 359
A. Your result

Method N Result Median nlQR ZescOTe

CMIA 108 0.1 0.36 0.5 -0.52

B. All Participants Results

Method N Median nlQR Uncer
CLIA: Beckman Coulter 3 NA NA NA
CLIA iso 1 NA NA NA
CLIA: 14 0 0.5 0.17
CLIA ns 2 NA NA NA
CLIA Maglumi 10 1.73 1.98 0.78
CLIA: Sysmex 3 NA NA NA
CLIA: Vitros 25 0 0.5 0.12
CMIA 108 0.36 0.5 0.06
E-CLIA 29 2 0.5 0.12
Other 1 NA NA NA
All methods 196 0.34 0.82 0.09
ID All methods = CMIA 4 Your result

z

S 120

E-%

g 9

=

@

S 60

S 30 "

T T T T T 1
s 2 ~N @ ~ w ©

3.2 MsUsEEIUAINLLALS
Tusouiin1alasenisy defog1anunelay SE 02-24-1-1 wag SE 02-24-1-4 Faudusnegnafeniu wazyi
N15UsEUANTN NUIEUTNAUINYITIBNURARUULTIRUNINTY 2 0819053 WATENNTNUINTI8NTI89U

walinsaiu Geagunalacail

Non-agreement between SE 02-24-1-1 & SE 02-24-1-4
HBV marker

Number %
HBsAg a4 0.69
Anti-HBs a4 0.77
Anti-HBc 6 1.81
HBeAg 2 1.21
Anti-HBe 1 1.61

dnTun1sUsziliumg anti-HBs WUULTNUTUNIMYDIAI9819 L8 SE 02-24-1-1 Wag SE 02-24-1-4 &3
Wusmedrafeniu wuinaudndiulvngsnenunanuudelsunuuesis 2 fedneatlnalAssiu uadaundnuig

v
v

389139897UNA anti-HBs KWUULTIUIUIUBING 2 Aag1eeeiuNn Feagunalagall
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Precision between SE02-24-1-1 and SE02-24-1-4 Anti-HBs (Quantitative test)
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WHUNTNA 5: N15UTLRUANNGIVBY antiHBs uUBIUSH0

3.3 N1534AT18M performance quality 999%aIUjURN175189UNaLUY qualitative $18971U1NA1 Overall

Missclassification Index Score (OMIS) 310 #28819%19 4 A29819 Vodwnay marker hag Overall Mean

Missclassification Index Score (OMMIS) §i¢

(%
v a

JU

A15799 5: Performance of participants (qualitative test)

Performance (qualitative test)

N1INAEIU Acceptable | Warning | Unacceptable Total
(labs) (labs) (labs) (labs)
HBs Ag 571 2 5 578
Anti-HBs 517 0 0 517
OMIS Anti-HBc 315 3 12 330
HBe Ag 162 1 1 164
Anti-HBe 61 0 1 62
OMMIS | HBV serology 571 il 4 579
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1A59N157 Bandninusn1suseiliu HBV serology (Qualitative test) fiail

Score Evaluation 2.00  Acceptable
1.0 Warning
<1 Unacceptable

2.5

15

0.5

-0.5

Distribution of OMMIS score for qualitative HBV serology test
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Unacceptable

WHUNTINT 6: wanIA1 OMMIS Qualitative test HBV serology

3.4 Wa¥e laboratory performance quality U83n13MA#dYU Anti-HBs WUU quantitative %ﬁmi’wﬂ%aﬂﬂdu
a9 vaa a o o i a a o ‘:l' a =

NAIBReINU AUIUIINAT Z-Score TNANITUILEUAILEAIIUATITIN 6 LAZUNUAINT 7 TIDINLHUATNLARAS
A1 Z-Score U9IANITNTNITIBIIU Anti-HBs LUULTIUTUI WUIHANITNIUIL 7 5189diA1 Z-score > 3] 3
auBndulu 6 viesufuanishigninuivseilivlunnuniniiesanisnisnaaeviidniuiutdesnin 5

WoaUf RN (Mdnn13 CLIA: Beckman Couter 3 %a9Ufju#n1s wagnannis CLIA: Sysmex 3 #oUfuAN19)

wazdaundndiuau 1 viesdfuRnismenudlignaesdlidaunsatnmuiuamiseainla

m'm\iﬁ 6: Performance of Participants performed Anti-HBs

Performance quality | score Number of Participants
Acceptable 0- |2 335

warning > 12| - |3] 10
unacceptable > |3] 7
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Distribution of Z-score for Anti-HBs test
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BAUAINA 7: hEA9AT Z-Score VIENITNNTI89IU Anti-HBs wuuLTIUsu0

4. a3Uuazinsal

[

Tupsan 1/2024 1 dnsmaneuvesaudndeiteglunamfun (Gevay 92.5) wiogslshmudmuing

aundnldsrsaunandudsiioindumsdelemalunisussifiuauaiunsavesissUfUuRnsuazeaazdanas o

N135985U58901AIFIUNRIUHURANT au1Tna1u1T0dNalasSUNan1TUTEIEY SIUNIWIIETA99 31NN19

TassnsuunUles  https://egamt.mahidol.ac.th

~ a

1141A5IN154 FAruAnaddsnisiauBnidenldyanaaay Immunochromatography Test ¥84

U URN15auTn Lasianized198ad1m5unsIaN Anti-HBs, Anti-HBc wag Anti-HBe F94114LATIN15

dunafiulnganaaeuwuusimsiling False nesative Wefisuiunguinld automation fatiudsweuuzi

vesUfURnsaungnifenldyanaaeui liniun1suseliulseanSamnisnagey Lagiin1sAIuANAMAINATT

Naaaunglunie
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https://eqamt.mahidol.ac.th/

5.518uanUsnuatanasaiuuN

5.1 S28UINNUINWIN9EDR:

9197158 79, USLaIA WAL

5.2 S18UNEALTULHL:

Q’Uizmmmu (Scheme Coordinator) :

HAAN153Y1N15 (Technical Manager) :

v

WRntNieUUAn151ATIN154 (Operator):
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NMARNUIN

1 wansnageuanuduiiefieafuvasiaegns (Homogeneity test)

fhegefignuisussgudgninlunsaevenududedelasnsduidonsogafelsunsudndiea
$1uau 10 Foes ilevhnsmaaey IvesftRnisaaunyemanitugns auzmalanisunng
uninedouiing 9l¢5unnssuTes 1015189 vinmavaaeufld Ae E-CLIA Mnuamsmagouaiiuile
Fenfudsnmninesiiegndauandunisnsd 1 nud sansveaeutiusvesiiesng (Gosay 100) fuants
neaeuiiiioutuis 10 o8 wassanmageuaaiuideiiefudmnalasndn @i 150 13528 voq
AN antiHBs fee1afl SE02-24-1-2 way SE02-24-1-3 Teewnauieiufie s, < 0.3 nIQR  fuwanslumsedl 2
LAy M397 3

A157°99 1 wan1smadauaNudusiofeaiuvesiaegne WWanmunm

SE02-24-1-1 SE02-24-1-3
HBsAg antiHBs | AntiHBc | HBe Ag | AntiHBe HBsAg antiHBs | AntiHBc | HBe Ag | AntiHBe
POS NEG POS NEG POS NEG POS POS NEG POS
POS NEG POS NEG POS NEG POS POS NEG POS
POS NEG POS NEG POS NEG POS POS NEG POS
POS NEG POS NEG POS NEG POS POS NEG POS
POS NEG POS NEG POS NEG POS POS NEG POS
POS NEG POS NEG POS NEG POS POS NEG POS
POS NEG POS NEG POS NEG POS POS NEG POS
POS NEG POS NEG POS NEG POS POS NEG POS
POS NEG POS NEG POS NEG POS POS NEG POS
POS NEG POS NEG POS NEG POS POS NEG POS
SE02-24-1-2 SE02-24-1-4

HBsAg antiHBs | AntiHBc | HBe Ag | AntiHBe HBsAg antiHBs | AntiHBc | HBe Ag | AntiHBe
NEG POS POS NEG NEG POS NEG POS NEG POS
NEG POS POS NEG NEG POS NEG POS NEG POS
NEG POS POS NEG NEG POS NEG POS NEG POS
NEG POS POS NEG NEG POS NEG POS NEG POS
NEG POS POS NEG NEG POS NEG POS NEG POS
NEG POS POS NEG NEG POS NEG POS NEG POS
NEG POS POS NEG NEG POS NEG POS NEG POS
NEG POS POS NEG NEG POS NEG POS NEG POS
NEG POS POS NEG NEG POS NEG POS NEG POS
NEG POS POS NEG POS NEG POS POS NEG NEG

F/QPO43-MIHB-01/19 uflunsdl 0 (1 5.0. 65) Page 10/13



A15199 2 NaN1SNAFIUAMUULLBLAEIAUYDIRIDE19 1USUNA A28l SE02-24-1-2

Between-test-
Position Replicate 1 Replicate 2 Sample mean portion range
t (9) 1 (c) 2 Xt W, W
37 761.40 771.40 766.40 -10.00 100.00
67 756.60 774.30 765.45 -17.70 313.29
172 798.10 771.10 784.60 27.00 729.00
224 772.20 768.30 770.25 3.90 15.21
281 775.10 779.10 777.10 -4.00 16.00
347 768.30 767.20 767.75 1.10 1.21
401 771.70 764.70 768.20 7.00 49.00
456 766.60 776.70 771.65 -10.10 102.01
576 782.10 779.60 780.85 2.50 6.25
634 768.40 768.20 768.30 0.20 0.04
= > w
| | 133201
Calculate Sw & Ss, Method ECLIA by ISO 13528 formula:
General average of sample mean 772.06
Standard deviation of sample averages (s,) 6.55
Within-samples standard deviation (s,,) 8.16
Between-samples standard deviation (s) 3.11
nlQR = 50.11
Thus, 0.3 nlQR = 15.03
Ss < 0.3nlQR => PASS

Conclusion:

EQAI sample is adequately homogeneous
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A1519% 3 NANISNAFIUAMUTULLBLAEINUYDIAIDENS 1WUSUN A28 SE02-24-1-3

Between-test-
Position Replicate 1 Replicate 2 Sample mean portion range
t (g) 1 (¢) 2 Xt Wy w?
59 150.40 149.90 150.15 0.50 0.25
83 151.80 148.60 150.20 3.20 10.24
175 152.10 149.20 150.65 2.90 8.41
252 150.70 151.60 151.15 -0.90 0.81
286 146.50 152.80 149.65 -6.30 39.69
331 150.60 149.50 150.05 1.10 1.21
419 149.70 150.10 149.90 -0.40 0.16
518 151.20 149.80 150.50 1.40 1.96
538 152.70 148.90 150.80 3.80 14.44
630 148.20 149.80 149.00 -1.60 2.56
‘ ‘ 79.73
Calculate Sw & Ss, Method ECLIA by ISO 13528 formula:
General average of sample mean 150.21
Standard deviation of sample averages (s,) 0.62
Within-samples standard deviation (s,,) 2.00
Between-samples standard deviation (s) 0.00
nlQR = 13.57
Thus, 0.3 nIQR = 4.07
Ss < 0.3nIQR => PASS

Conclusion:

EQAI sample is adequately homogeneous
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2. MANSNAFDUAIUAIAIVDIRIDES

1A39n159 Aliunisnadeuauamuly 2 an1ie Ao

1. Auseenali7 anmgll 2-8 esmwaldea w Tuiidssogsliaundnauieiuliaunanandn
FuhdsmsaiviesufuRnmsanunvmanidugns auzmadansumg uninerdouiing

2. feefiddludmiesufiinsaindn 4 iesufiinns sugfiniasiieg uazldsusesandufu
TnglifinsiUandes ieldfusetrsiumalassnaiulii 2-8 ssmwaioa udsiulindunanaunda 3q
thdwsaiviesUfiRnisanunsmansdugns anzmadamsunme ninendouiina

naNIVRAsUALAKIGAMN Mg 2 a1ty Tanisvaaeuiilisnsinuaresnisnaaey

[d X o LY [ A
ANuduilonelniy Adanslun1s1en 4

A1919% 4 NANITVNAFDUAIIUAIAIVDIADENN LUIAUAIN

SE-02-24-1-1 SE-02-24-1-3

Conditions HBSAS | AntiHBs | AntiHBc | HBe Ag | AntiHBe | HBsAg | AntiHBs | AntiHBc | HBe Ag | AntiHBe

Transportation | 1 | POS NEG POS NEG POS NEG POS POS NEG | POS

2| POS NEG POS NEG POS NEG POS POS NEG | POS

3| POS NEG POS NEG POS NEG POS POS NEG | POS

41 POS NEG POS NEG POS NEG POS POS NEG | POS

Keep at 4°C 1] POS NEG POS NEG POS NEG POS POS NEG | POS

2| POS NEG POS NEG POS NEG POS POS NEG | POS

SE-02-24-1-2 SE-02-24-1-4

Conditions HBsAg | AntiHBs | AntiHBc | HBe Ag | AntiHBe | HBsAg | AntiHBs | AntiHBc | HBe Ag | AntiHBe

1] NEG POS POS NEG NEG POS NEG POS NEG | POS

Transportation | 2 | NEG POS POS NEG NEG POS NEG POS NEG | POS

3 | NEG POS POS NEG NEG POS NEG POS NEG | POS

4 | NEG POS POS NEG NEG POS NEG POS NEG | POS

Keep at 4°C 1] NEG POS POS NEG NEG POS NEG POS NEG | POS

2 | NEG POS POS NEG NEG POS NEG POS NEG | POS
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